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8383-3 

Date Division Received 07-08-87 

Type Product(s) __ ~~~~--H_o_s~p~1-·t_a_l~/~G~e_n_e_r_a_l __ D_i_s_i_n_f_e_c_t_a_n_t ____ ~~-------

401900-01 

Product Mgr. No·~----~~~-------P_M~_3_2 __ (_K_e_m~p_t_e_r_>~--~~~------~~-

Product Name(s) Permacide Brand Ristex Germicidal/Disinfectant 
~------~~~~--~-----------------------------------~ 

Company Name(s) ___ s~p_o_r_i_c_i_d_i_n __ I_n_t_e_r_n_a __ t_io __ n_a_l--'-(_T_h_e __ R~·~S_c_h_a_t_t_n_e_r ___ c_o_.~)-----

Submission Purpose ____ A_d_m_e_n_d_m_e_n_t __ t_o __ a_d_d __ v __ i_r_u_c_i_d_a_l __ c_l_a_i_m_. ___ E_f_f __ ic __ a_cy"'-__ _ 

data a~d pro2osed label submitted 

Chemical & Formulation Ready-to-use liquid pump spray 

Active Ingredient(s): % 

Phenol • • • • . . . . . 1 .41 % 

Sodium Phenate . . . . . . . 0.24% 

Sodium Borate . . . . . . . . . . . . . . . . . . . . . . . 0.47% 
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200.0 Introduction 

200.l Uses: 

A d ' sinfectant for hospital and other institutional 
uses on pre-cl e aned hard, non-porous sur f ace s. 

200 •. 2 Background In f ormat .ion: 

The submission received OS-11 - 87, is. an app 1 i cat ion to 
add an additional virucidal claim. The proposed product 
l abel a n d efficacy data were prov i ded~ 

201.0 Data Summary (Accession No. 401900-01) 

201.2 Brief Description of Tes t s; 

Virucidal Reports performed by· Dr. Phil:i.p R. Rhone, 
Integrity Bioservices Inc., 12280 Wilkins Ave., 
Rockville, Maryland 20852. The A.O.A.c. Me thods, 
Paragraphs 4~007-4 .. 014 were used t o test against 
Herpes Simplex Types 1 & 2 and Poliovirus, Type-I 
(dated 05-05-87). 

201 .. 3 Test Summaries: 

a~ Virucidal Tes t s 

LOt No. 

Lot A-K0253 

Lot B-JUl53 

1. Method: use A.O.A.c. Methods1 Paragraphs 4.007 
through 4.014 we r e used with modifications • 

. 2. Mod :if ications: 10% Bov ine Fetal Calf Serum 
was incorporated lnto the viral suspensions. 

3~ Samples:: 

Pre para.t ion 
Date 

Not L:ilst:ed 

'Test Date 

11-15-85 
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- - - - - - --------- ----------- -- -----~--------

Test 
Virus 

Herpes 
Type 1 

Herpes 
Type 2 

4 . Dilution : undiluted 

5 . Exposure: 23°C for 2 minute s 

6 . Recovery Medium/Neutralizer/Diluent: Letheen Brot h 

7 . Incubation : Not Listed 

8 . Test V'rus Host System: 

Herpes Simplex , Type 1 (F Strain)-HEP II Cells 
Herpes Simplex , Type 2 (G S t rain)-HEP II Cells 
Poliovirus , Type 1 (Brunhilde-ATCC , VR-58) 
Baby Green Monkey Kidney (BGM) Cell Line 

9 . Dry i ng Time and Tempera ture: Not Listed 

10 . Assay System for Virus Recovery: 

Herpes Simplex,Type 1-Vero Cells 
Herpes Simplex,Type 2-Vero Cells 
Poliovirus , Type 1-Baby Green Monkey Kidney (BGM) 
Cell Line 

11 . Method For Estimating 50 pe r cent end poi n t : 
Reed Muench Method 

12 • Test Vi ru s : 

13 . 

Simplex 

Simp lex 

Herpes simplex, Type 1 (F Strain) 
Herpes Simplex , Type 2 (G Strain) 
Poliovirus, Type 1 (Brunhilde-ATCC, VR-58} 

Test Results : 

ID- 5 0 (-l og 10) 

Lot Virus Virus + Toxicity 
No . Control Dis in f . Control 

K0253 6 . 5 1 . 5 1 . 5 
Jl 4 53 6 . 5 1 . 5 1 . 5 

K0253 7.0 1 . 5 1 • 5 
Jl453 7 . 0 1. 5 1 . 5 

Inacti-
vat ion 

s.o 
5 . 0 

5 . 5 
5 . 5 

Poliovirus 
Type 1 K0253 7 . 5 3 . 5 3 . 5 4 . 0 

Jl453 7 . 5 3 . 5 3 . 5 4 . 0 
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14. Conclusions: This product showed satisfactory 
performance against all test viruses when used 
undiluted on pre-cleaned hard, non-porous 
surfaces a a contact time of 10 minutes. 
However, the incubation time and temperature 
and the drying time and temperature were not 
specified. 
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